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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

DEC ‘ 2 |997 9200 Corporate Boulevard
Rockville MD 20850

Gary A. Adler Re: K971528
Fuginon, Inc. Endoscopically Deliverable Ultrasound

c/o Marks and Murase Point Probe System (SP-701)

399 Park Avenue Dated: September 19, 1997

New York, NY 10022-4689 Received: September 19, 1997
Regulatory Class: 11
21 CFR 892.1560/Procode: 90 IYO
21 CFR 892.1570/Procode: 90 ITX
21 CFR 892.1500/Procode: 78 KOG

Dear Mr. Adler:

We have reviewed your section 510(k) notification of intent to market the device referenced above and we
have determined the device is substantially equivalent (for the indications for use stated in the enclosure) to
devices marketed in interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the Federal Food,
Drug and Cosmetic Act. You may, therefore, market the device, subject to the general controls provisions
Act (Act). The general controls provisions of the Act include requirements for registration, listing of
devices, good manufacturing practices, labeling, and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for use with the
Encoscopically Deliverable Ultrasound Point Probe System (SP-701), as described in your premarket

notification:

Transducer Model Number

PL-1726-20 PL-1726-15 PL-1726-12 PL-1926-20
PL-1926-15 PL-1926-12 PL-2226-20 PL-2226-15
PL-2226-12

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval) it may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalerit n
determination assumes compliance with the Good Manufacturing Practice requirement, as set forth in the

Quality System Regulation (QS) for Medical Devices: General-(GMP) regulation (21 €FR Part 820) and that;; -----

through periodic QS inspections, the FDA will verify such assumptions. Failure to comply with the GMP
regulation may result in regulatory action. In addition, the Food and Drug Administration (FDA) may
publish further announcements concerning your device in the Federal Register. Please note: this response to
your premarket notification does not affect any obligation you may have under sections 531 and 542 of the
Act for devices under the Electronic Product Radiation Control provisions, or other Federal laws or
regulations.

Please be advised that the determination above is based on the fact that no medical devices have been
demonstrated to be safe and effective for_in vitro fertilization or percutaneous umbilical blood sampling, nor
have any devices been marketed for these uses in interstate commerce prior to May 28, 1976, or reclassified
into class I (General Controls) or class II (Special Controls). FDA considers devices specifically intended
for in vitro fertilization and percutaneous umbilical blood sampling to be investigational, and subject to the
provision of the investigational device exemptions (IDE) regulations, 21 CFR, Part 812. Therefore, your
product labeling must be consistent with FDA’s position on this use.
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This determination of substantial equivalence is granted on the condition that prior to shipping the first
device, you submit a postclearance special report. This report should contain complete information,
including acoustic output measurements based on production line devices, requested in Appendix G,
(enclosed) of the Center’s September 30, 1997 “Information for Manufacturers Seeking Marketing Clearance
of Diagnostic Ultrasound Systems and Transducers.” If the special report is incomplete or contains
unacceptable values (e.g., acoustic output greater than approved levels), then the 510(k) clearance may not
apply to the production units which as a result may be considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and prominently
marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket notification. The
FDA finding of substantial equivalence of your device to a legally marketed predicate device results in a
classification for your device and thus permits your device to proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally
809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301) 594-4591.
Additionally, for questions on the promotion and advertising of your device, please contact the Office of
Compliance at (301) 594-4639. Also, please note the regulation entitled, “Misbranding by reference to
premarket notification” (21 CFR 807.97). Other general information on your responsibilities under the Act
may be obtained from the Division of Small Manufacturers Assistance at its toll-free number (800) 638-2041
or at (301) 443-6597 or at its Internet address “http://www.fda.gov/cdrh/dsmamain.html”.

If you have any questions regarding the content of this letter, please contact Paul Gammell, Ph.D.,
at (301) 594-1212.

Sincerely yours, <

N M e |

Lillian Yin, Ph.D.

Director, Division of Reprodyctive,
Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure(s)
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Ultrasound Davice Indications Staremant Page / od 3
K971528

510(k) Number (liaxfxd‘::n;gg%a:i caIIy'DiT:.'veziSIe Oltrasound Point Probe System

Device Name:
SP-7U1

Fill our one form for each ultrasound system or transducer .

Indications For Use: Diagnostic ulcrasound imaging or Doppler analysis
(Specify) of the human body as follows:
Hoda of Operasics

Clinical A B .| Fup | GWD | Color Power Colar Conbined Othar
Applicacion Doppler (Aspivude) | Veleocicy {Specity) (Specity)
Dopplas Inaging

| ophehalmic

Totnl

| Abdawinal

I Iacrs-operacive
(Spmeaify)

[ Iscra-eparazivs
i Mewzolegical

Pedincric

! Gazdias Adult

| cartiac
Pedinsxic

i Trass-esophageal

|
|
Trass-recral '
|

1 Trana-vaginal

‘ Ingea-luminsl X

{ Tuasa~urathral

| Peripbersl - -‘—ﬁ-—‘-——{r‘
wagsel

§ Caparossopie - .- | -....
ier Indications or Modes:

[ llege Y

(Division Sign-Off)
Division of Reproductive, Abdominal, ENT,

Prescription Use (Per 21 CFR 801.109) and Radiological Deyices
510(k) Number 77/6& 8
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SL0Ck) Number S PL-L176=70 70 Wiz Transducer

2016337508 FUJINON MEDICAL SWVGC PAGE 96

Ulrrasound Device Indicarions Stacementc Page_.@ of /2
K971528

Device Name:

F411 out one form f£for each ulcrascund system ox cransducer .

Indicacions Fcr Use:

L
Clinical % A
Application L

Diagnostic ulcrasound imaging of Dopplar analysis
(Specify) of the human body as follows: :
Mode of Oparaciea

Ocher
Doppler (Ampitude) | Velocivy (Specify) {Specity)
Doppler Iesging

Ophrhalmie

Yatal

m.-.-n.

U -

Incra-operative
H {Spmaify)

q Ingra-oparative
Newrological

Pediatric

Susil Orgem
(Spwsity)

J'
I
J

Neomaxzal

Cephaulic

Adult Cephalic

Cardfas Adulc

Cazdiac
Peddacric

Tt-u—-;.ghn.--l

Teaas-rwceal

Tesas-vagioal

Inces-luminal

= IR SN URGN PRNINS vESR Y

Trans-uvethral

Peripheral
vesmal

Laparoscepia

er lndications aor riodes:

Prescriprion Use (Per 21 CFR B801.109)

Consugrtwace t [~ N 0- af ODoviss Fvnlmarica (ODX)

[T s Yo

ivision Sign-Off)
Division of Reproductive, Abdgfminal, ENT,
and Radiological Devices

s100) Number_K9 Z/5 38
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A ———— e

Ylrrasound Device Indications Statamentc Pa;z__l_of_L

510(k) Number @ if known):@___ K971528 e
Device Name:; SP—701 PL1726-15 15 _MHz Trapsducaer

Fill ouc one form for each ultrasound systam or cransducer.

Indicarions For Use: Diagnestic ultrasound imaging or Doppler analysis
(Specify) of the human body as follows:

Clinical A B
Applicatian

Dopplar

Ophshaluic

Toetal

Abdowninal

Inxra-epazarive

(Bpueity)

Intra<operacive
Neurslogical

l[ Padiaceic

“ Smnll Organ
(Speaify)

Neematal
Cephalic

Adule Cephbalic
Cavdinc Adult

Cavdiaa
Pediacric

ﬁlll-i'.*h.'..],

Trana-tectsl

Teans-vugiaal

,rlnt:-- lumimal x

Trans-urasheal

Pexipdazal
vensel

Laparescopic
cther icactions -or -Modes:

DR - COMTYIIE L

e L LR - o

*y LR ]
Comsuryence of OOU. Office of Device

Bvalaaciea (GBE)

LNl

(Division Sign-Off) bL
Division of Reproductive, Abdominal, ENT,
Prescriprion Use (Per 21 CFR 801.109) and Radiological Devices

510(k) Number K7 /528
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Ultrasound Device Indications Scatemant Page ’/ of_ 7 2

i 1528
§10¢k) Number :if known): K97
Devicl Name: SP-701 PL=1726~12 12 MHZ Transducer

Fill ocut one form for each ulctrasound system or cransducer.

Indications For Use: Diagnostic ultrasound imaging oF Doppler analysis
(Specify) of the human body as follows:

Combioen Ochur
Clipical A B | PWD | CWD Color Pownrx Colar . .
Appﬁ:::xon Deppler | (Aspitude) | Velosiczy (Bpecity) {Specity)

i
E

Ophchalmic

Totsld

Abdomaiosl

Latra-vperacive

(Spnaity)

Intra-operscive
Neuvelogical

e ———

Peadistric

Small Orgen
(Spenity)

Masustal
, Ceaphalic

Adult Caphalic

Casdiac Adulc

Cagdiac
Pediacric

Trans-esaphagesi

Trass«racenl

Traks~vsgiaal

lacra-luminal x

Trapsa-uresthral

Paripheral
vyasesl [, &

Lapacoscoapte
er Indications- or s

Comgasrense of (DRE, Office of Dewvice Rwalnatios ((DB)

o

(Division Sign-Off)
Division of Reproductive, Alydominal, ENT,
and Radiological

) Devi
x-1 510(k) Number /Zé 5IAS

Prescripeion Use (Per 21 CFR 801.109)

PAGE 9B
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i

Merasound Device Indicsctions Statemenc Page___ - r of é

K971528

Numb 1 if known}:
S10(%k) Number bP-70°1 PL-1926-2 20 MHz Transducer

Device Name!:

Fill outr one form for each ulcraszound system or transducer.

Diagnostic ulcrasound imaging or Doppler analysis
(Specify) of the human body as follows:

Meds of shon
SEE——

——T
Clinicel A 3 M PHD | CWU Calar Pomerx Color Conbined Other
Applicacion Doppler | (Awpitude) | Velosity (Spesify) {Spectly)

Indicacions For Use:

Doppler Inaging

Ophthalnic

Jotal

o i

Incra-operacive
(Bpuaity)

Intza-operacive r
Neurelagisal

Pediscric

Small Organ
(Spwaity)
Meonacal
Caphalic

Adule Caphalic

Cardiae aAduwic

Cardiac
Padiscric

hlll-on.,h....;

Trams-ceceal

Trm-u-u-.;

Iaces~luninal x

“ Trans-ureshrsl

Periphersl
wessel

T >

(Division Sign-O
Prescription Use (Per 21 CFR 801.109) Division of Reprof?uctive, Abdominal, ENT,
and Radiological Devices

x-1 510(k) Number /A 7/ AL
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Ultrasound Davice Indications Statement Page ‘ of / é

S10(k) Number (if known):_ _K371328 .
Device Name: sp~701 PL-1926-15 15 MHz ITransducer

Fill out one form for each ultrasound system or transducer.

Indicacions For Use: Diagnostic ulcrasound imaging or Doppler analysis
(Specify) of the human body as follows:
Yeode of

S ——— e S SR

Cligicai A 3 K
Applicacion

Ocher
(Specify) (Epesifyl
Depplarx Inaging

Opbebhalnic

Forsl

Abdoninal

Incea~operncive

(Spocity)

Iacza-cparacive
Neurvlogical

Padiacric

$mall Organ
(Specity)

Neopacal
Ceaphalic

H Adult Cophalic
I[ Cardine Adult

Cardiac
Poddacric

l[ Trana«e l"i-“l 1

Trams-reccal

Trana-vagiusl

lacre~luninal x

Trasa~urechzal

)

Poripharal
wessel - |- -

Laparescopic
chier Lnagicactions oy oaes .

 Commartemme of COM. Office of Device Bvaleacien «lm

(DlVlSIOIl Sign-Off)

Prescripcion Use (Per 21 CFR 801.109) Division of Reproductive, Abdonimal ENT,
. : and Radiological Devices

K1 5100) Number /< 7/ S28
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-11/25/1987 1B:48 2016337588 '

Ultzasound Device Indications Statemenc Page____lz__oi /’j

510(k) Number {if known):__ KSJ;SZS .
Device Name: Sp-701 PL-1926-12 12 MHz Transducer

Fi1l out one form for each ultrasound system or transducer.

Indications For Use: Diagnoscic ultrasound imaging oTr Doppler analysis
(Spacify) of the humsn body as follows:

Coubinad
Applicacion Depplar tAapituds) | Velesicy {Speatify) (Specity)

Clipical A B o
Dopplex Inaging

hLMIlnlnic
Fazal
| Abdowinal

Intea-oparstive
(Spouitfy)

lacra-oparscive
Meurological

Pedintric

Small Ocganm
(Spmuity)

Neenacal
Cephalic

Adulc Caphalic

Cardiac Adulzx

Caxdiaa
Pudiacric

Trans-sscphagesi

Trana~reccal

Trams-vaginal

Incea-luninal x

Trans-urscheal

Periphersl
vesesl RN .

Lapsrossepic
er icartions or es

) B THIS I TNE-CONTTIE OFf ANOTETR PACE 1P WEEDED
Comgusrresne of COEN, Offite of Devise Evalascion (EK)

I~ an Y

(Division Sign-Off) o
Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdgminal, ENT,
’ and Radiological Devices

K-1 510(k) Number <2 WioYorst
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S1O(k) Number :if known):

2916337508

Ultrascund Davice Indicarions Statament Fage

SP-701

FIJJINON MEDICAL SVC

]

g lransducer

Device Name:

£

PAGE @3

of 73

Fil11 ouc one form for each ultrasound system or transducer.

Indicartions For Use:

Clindcel
Application

Bopplerx

{Ampizude)

Velocity

Conbined
(Specity)

Diagnostic ultrasound imaging or Doppler analysis
(Specify) of the human body as follovs:

Ocharx
(Epesity)

Ophthalnic

Fetal

u Abdeminal

Iacra~operacive
(Spmeatry)

lasra-opeTacive
Beurological

Pediarric

Smsll Organ
(Spmuity)

Nesaacal
Cophslic

Adulc Capbalic

Candina aduls

Gatdiac
Pediscric

Teans-« sophagenl

Trass-cectal

Trume~vagioal

Iacxs-luminal

Teans-urechral

E===L=======E======¥=====i:-=£-=JL====JL=-=======E-==J=====dL==:E==

Paripberal
vessel

(PILYASE

Prescripcion Use (Per 21 CFR 801.109)

DO NOY VRTIT APLON THIS LINE-COMETRUE (0f ANCTSER PAEE IF )
Commnrzwuce ot (D3, Office of Devies Bwmisaciam (GOR)

Il

(l?ivision Sign-0ff)
Division of Reproductive, Abd
and Radiological

510(k) Number

4

OLina], ENT,

B y<ae
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Ultrasound Device Indicarions Statement Page 2 of 7/ E

510(k) Number (if known):__K971528
Device Name:  SP~701 PL~-2226-15 15 MHz Transducer

F{1l our ona form for each ulrrasound systes or transducer.

Indicactions For Use: Diagnostic ultrasound imaging or Doppler analysis
(Specify) of the human body as follows:

Cliniecal A B M PUD | CWO | Coler fower Coler Combined Ocher
Appifcacian

Deppler (Ampizuda) | Velsaity (Spueity) (Spaaify)
Dapplex Imaging

Ophthalnic

Jetal

Abdeninal

lsece~opsracive

{Speeity)

Latze-operacive
Neurological

Padiscric

Swnll Organ
(Spaaify)

Meouscsl
Csphalic

Adulr Cophalic
Cagdisc Adult

Cacdinc
Pediscric

Teans-ssophugesl
Trass-vecetal
Trans-vaginal

" lacge~-luminal x

NS G T VN WSS RIS W S SR N S

Txaps-urashral

Poripheral
wesse)

| Lapaxoscopia
er inaications.or.

h—-‘-- at ﬂ- Dt!t-. -t m- m— (ﬂl

-

/ /\j/ (D11 %\/\

Prescriprion Use (Per 21 CFR 801.109) (Division Sign-Off)
* Division of Reproductive, Abd inal, ENT,

and Radiological Devices

K2 s100¢) Number_KT U2
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Ultrasound Device Indications Scacement Page_ /8 of /3

Numb (if known): K971528
510(k) Numbex Lsp_701 )PL—ZZZ ~12 12 MHg Transducer

Device Name:

Fill ouc one form for each ultrasound system or tranaducer.

Disgnostic ulctrasound imaging or Doppler analysis
(Specify) of the human body as follows:
Heds of Operatiea

Clinical A B H D | QD Color Pover Colox Combinsd Qchet
Doppler {Ampicude) Velocicy (Specify) (Specifty)

Appli i
Pplicacicn . 4 o

Indicavions For Use:

Opbehnluic

Fetal

Abdominal

Lloxce-operativa
(Bpeaity)

Ingra-opsracive
Neugzvlogical

Pediacric

Saall Ocrgan
(Spmaity)

Neoescal
Caphalic

—=£==JA=_==-_—===='==

Adulc Cephalic

Gagdisc Adult

Cardiac
Pedincric

Teaos-asophagen)

Traps-rectal
Trans-vaginal

" Lacra-lumsnal X

Traos-arvchral

Pariphaxal

vessel

Lapazsasopic
exr lndicarions or

D NOT VRETY BELCE TR [ Tan . trarait T aMaTeEs DALY 17 REEDED
Consnsrense of COEB. Office of § Bvalsacion (D)

| WVlrau -

ivision Sign-Off)
Division of Reproductive, Abdgminal, ENT,
Prescription Uss (Per 21 CFR 8O1.109) and Radiologicai Devices

5100 Number_/KF 7/5 ) &




Ultrasound Device Indications Statement Page I of /E;

510(k) Number (if known): K971528 _
Device Name: SP-701 PL-2220-20 20 MHz Transducer

Fill out one form for each ultrasound system or transducer.

Indications For Use: Diagnostic ultrasound imaging or Doppler analysis
(Specify) of the human body as follows:

Mode of Operaction
Color Combined Other

Clinigal A B L] PWD | CWD ( Calor Powez
Applicaticn Doppler | (Awpitude) | Velocity (Specify) (Spacify)

Doppler Isaging

Opchalaic

Total

Abdominal

Inera-operative
(Specify)

Intra-operacive ﬁ
Neurological

Pediatric

$mall Organ
(Specity)

Neocuatal
Caphalic

Adult Cephalic

Cardiac Adult

Cardiac
Pediacric

Trans-esophagesl

Trans-tectal

Trans-vaginal

Iatra-luainal X

Trans-urethral

Peripheral
vessel

- v OTEL)

7] [ * BELAN \ 1 AR AL .
Concurrence of COM, Office of Device Evaluatioa (ODE)

LEE«~CIRNY TNU]

Prescription Use (Per 21 CFR 801.109)



510(k) Number (if known):

Device Name:

K971528

Ultrasound Device Indications Statement Page

———————

PL-2220-15 15 MHz Transducer

14

of /53

Fill out one form for each ultrasound system or transducer.

Indications For Use: Diagnostic ultrasound imaging or Doppler analysis

e ————————

Clinjcal
Applicacion

Mode of Operation

PWD | CWD | Coler
Doppler

Power
{Ampituds)
Doppler

(Specify) of the human body as follows:

Color
Velocity
Inaging

Combined
(Specity)

Other

(Specity)

Ophthalaic

Fotal

Abdominal

{Specity)

latra-operacive

Neurological

Intza-cperative

Pediacric

$mall Ocrgan
(Specity)

Neoaatal
Cephalic

Adult Cephalic

Cardiac Adult

Cardiac
Podiacric

Trans-esophagesl

Trans-rectal

Trans-vaginal

Incra-luminal

Traas-urethral

Periphezxsal
vesseal

! Laparoscopic
er

ications or Modes:

ﬁ

Prescription Use (Per 21 CFR 801.109)




Ultrasound Device Indications Statement Page / E% of / E;

510(k) Number (if known):__ K971528
Devic: Name: Sp-701 PL-2220-12 12 MHz Transducer

Fill out one form for each ultrasound system or transducer.

Indications For Use: Diagnostic ultrasound imaging or Doppler analysis
(Specify) of the human body as follows:
Hode

of Opevation

A 3 ] PWD | CWD | Coler Powar Color Coubined Other
:::ﬁ:::ieu Doppler (Ampitude) | Velocicy (Specify) (Specify)
Doppler Inaging

Ophthalaic

Tetal
Abdowinal

Iotra-operacive
{Specity) A‘j

Iatea-cpazacive
Neurological

Pediacric

$mall Ocgan
(Speeity)

Neocnatal
Cephalic

Adult Cephalic
Irﬁuihw Adult

Cardiac
Pediacric

Trans-escphageal

Trans-reccal

Traas-vaginal

Iatra-luminal X

Traas-urachral

Paripheral
vessel

Laparoscopie
er cations or Qes :

Dttica

L AN E S ARSI R ] [EEDED

of Devica Evaluatisa (OUX)

. O TH1S
Consurrence of (DIN,

Prescription Use (Per 21 CFR 801.109)



